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Nuclear Regulatory Commission § 35.13 

(b) An application for a license for 
medical use of byproduct material as 
described in §§ 35.100, 35.200, 35.300, 
35.400, 35.500, 35.600, and 35.1000 must be 
made by— 

(1) Filing an original and one copy of 
NRC Form 313, ‘‘Application for Mate-
rial License,’’ that includes the facility 
diagram, equipment, and training and 
experience qualifications of the Radi-
ation Safety Officer, authorized 
user(s), authorized medical physi-
cist(s), and authorized nuclear phar-
macist(s); and 

(2) Submitting procedures required 
by §§ 35.610, 35.642, 35.643, and 35.645, as 
applicable. 

(c) A request for a license amend-
ment or renewal must be made by— 

(1) Submitting an original and one 
copy of either— 

(i) NRC Form 313, ‘‘Application for 
Material License’’; or 

(ii) A letter requesting the amend-
ment or renewal; and 

(2) Submitting procedures required 
by §§ 35.610, 35.642, 35.643, and 35.645, as 
applicable. 

(d) In addition to the requirements in 
paragraphs (b) and (c) of this section, 
an application for a license or amend-
ment for medical use of byproduct ma-
terial as described in § 35.1000 must also 
include information regarding any ra-
diation safety aspects of the medical 
use of the material that is not ad-
dressed in Subparts A through C of this 
part. 

(1) The applicant shall also provide 
specific information on— 

(i) Radiation safety precautions and 
instructions; 

(ii) Methodology for measurement of 
dosages or doses to be administered to 
patients or human research subjects; 
and 

(iii) Calibration, maintenance, and 
repair of instruments and equipment 
necessary for radiation safety. 

(2) The applicant or licensee shall 
also provide any other information re-
quested by the Commission in its re-
view of the application. 

(e) An applicant that satisfies the re-
quirements specified in § 33.13 of this 
chapter may apply for a Type A spe-
cific license of broad scope. 

[67 FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9, 
2002]

§ 35.13 License amendments. 

A licensee shall apply for and must 
receive a license amendment— 

(a) Before it receives, prepares, or 
uses byproduct material for a type of 
use that is permitted under this part, 
but that is not authorized on the li-
censee’s current license issued under 
this part; 

(b) Before it permits anyone to work 
as an authorized user, authorized nu-
clear pharmacist, or authorized med-
ical physicist under the license, ex-
cept— 

(1) For an authorized user, an indi-
vidual who meets the requirements in 
§§ 35.190(a), 35.290(a), 35.390(a), 35.392(a), 
35.394(a), 35.490(a), 35.590(a), 35.690(a), 
35.910(a), 35.920(a), 35.930(a), 35.940(a), 
35.950(a), or 35.960(a) and 35.59; 

(2) For an authorized nuclear phar-
macist, an individual who meets the re-
quirements in §§ 35.55(a) or 35.980(a) and 
35.59; 

(3) For an authorized medical physi-
cist, an individual who meets the re-
quirements in §§ 35.51(a) or 35.961(a) or 
(b) and 35.59; 

(4) An individual who is identified as 
an authorized user, an authorized nu-
clear pharmacist, or authorized med-
ical physicist— 

(i) On a Commission or Agreement 
State license or other equivalent per-
mit or license recognized by NRC that 
authorizes the use of byproduct mate-
rial in medical use or in the practice of 
nuclear pharmacy; 

(ii) On a permit issued by a Commis-
sion or Agreement State specific li-
cense of broad scope that is authorized 
to permit the use of byproduct mate-
rial in medical use or in the practice of 
nuclear pharmacy; 

(iii) On a permit issued by a Commis-
sion master material licensee that is 
authorized to permit the use of byprod-
uct material in medical use or in the 
practice of nuclear pharmacy; or 

(iv) By a commercial nuclear phar-
macy that has been authorized to iden-
tify authorized nuclear pharmacists. 

(c) Before it changes Radiation Safe-
ty Officers, except as provided in 
§ 35.24(c); 

(d) Before it receives byproduct ma-
terial in excess of the amount or in a 
different form, or receives a different 
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radionuclide than is authorized on the 
license; 

(e) Before it adds to or changes the 
areas of use identified in the applica-
tion or on the license, except for areas 
of use where byproduct material is 
used only in accordance with either 
§ 35.100 or § 35.200; 

(f) Before it changes the address(es) 
of use identified in the application or 
on the license; and 

(g) Before it revises procedures re-
quired by §§ 35.610, 35.642, 35.643, and 
35.645, as applicable, where such revi-
sion reduces radiation safety. 

[67 FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9, 
2002]

§ 35.14 Notifications. 

(a) A licensee shall provide the Com-
mission a copy of the board certifi-
cation, the Commission or Agreement 
State license, the permit issued by a 
Commission master material licensee, 
the permit issued by a Commission or 
Agreement State licensee of broad 
scope, or the permit issued by a Com-
mission master material license broad 
scope permittee for each individual no 
later than 30 days after the date that 
the licensee permits the individual to 
work as an authorized user, an author-
ized nuclear pharmacist, or an author-
ized medical physicist, under § 35.13 
(b)(1) through (b)(4). 

(b) A licensee shall notify the Com-
mission no later than 30 days after: 

(1) An authorized user, an authorized 
nuclear pharmacist, a Radiation Safety 
Officer, or an authorized medical phys-
icist permanently discontinues per-
formance of duties under the license or 
has a name change; 

(2) The licensee’s mailing address 
changes; 

(3) The licensee’s name changes, but 
the name change does not constitute a 
transfer of control of the license as de-
scribed in § 30.34(b) of this chapter; or 

(4) The licensee has added to or 
changed the areas of use identified in 
the application or on the license where 
byproduct material is used in accord-
ance with either § 35.100 or § 35.200. 

(c) The licensee shall send the docu-
ments required in this section to the 

appropriate address identified in § 30.6 
of this chapter. 

[67 FR 20370, Apr. 24, 2002, as amended at 68 
FR 58805, Oct. 10, 2003]

§ 35.15 Exemptions regarding Type A 
specific licenses of broad scope. 

A licensee possessing a Type A spe-
cific license of broad scope for medical 
use, issued under Part 33 of this chap-
ter, is exempt from— 

(a) The provisions of § 35.12(d) regard-
ing the need to file an amendment to 
the license for medical use of byprod-
uct material, as described in § 35.1000; 

(b) The provisions of § 35.13(b); 
(c) The provisions of § 35.13(e) regard-

ing additions to or changes in the areas 
of use at the addresses identified in the 
application or on the license; 

(d) The provisions of § 35.14(a); 
(e) The provisions of § 35.14(b)(1) for 

an authorized user, an authorized nu-
clear pharmacist, or an authorized 
medical physicist; 

(f) The provisions of § 35.14(b)(4) re-
garding additions to or changes in the 
areas of use identified in the applica-
tion or on the license where byproduct 
material is used in accordance with ei-
ther § 35.100 or § 35.200. 

(g) The provisions of § 35.49(a).

§ 35.18 License issuance. 

(a) The Commission shall issue a li-
cense for the medical use of byproduct 
material if— 

(1) The applicant has filed NRC Form 
313 ‘‘Application for Material License’’ 
in accordance with the instructions in 
§ 35.12; 

(2) The applicant has paid any appli-
cable fee as provided in Part 170 of this 
chapter; 

(3) The Commission finds the appli-
cant equipped and committed to ob-
serve the safety standards established 
by the Commission in this Chapter for 
the protection of the public health and 
safety; and 

(4) The applicant meets the require-
ments of Part 30 of this chapter. 

(b) The Commission shall issue a li-
cense for mobile medical service if the 
applicant: 

(1) Meets the requirements in para-
graph (a) of this section; and 

VerDate jul<14>2003 18:11 Jan 17, 2004 Jkt 203029 PO 00000 Frm 00572 Fmt 8010 Sfmt 8010 Y:\SGML\203029T.XXX 203029T


		Superintendent of Documents
	2014-11-20T14:43:56-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




